J Clin Epidemiol Vol. 42, No. 11, pp. 1107-1109, 1989
Printed in Great Britain. All rights reserved

0895-4356/89 $3.00 + 0.00
Copyright T 1989 Pergamon Press plc

Second Thoughts

EPIDEMIOLOGISTS AND PUBLIC HEALTH POLICY

BETsY FOXMAN

Department of Epidemiology, University of Michigan, School of Public Health,
Ann Arbor, MI 48109, U.S.A.

(Received in retised form 7 March 1989)

* All scientific work is incomplete—whether it be observational or experimental. All scientific work is liable to be upset
or modified by advancing knowledge. That does not confer upon us a freedom to ignore the knowledge we already
have, or to postpone the action that it appears to demand at a given time.”

Epidemiologists have a long history of
influencing and setting policy designed to
improve the public’s health. From John Snow’s
studies of cholera leading him to remove the
Broad Street pump, to the Centers for Disease
Control (CDC) guidelines for preventing HIV
transmission in the workplace [2], epidemiology
has historically served as a basis for public
health policy. Results from epidemiologic
studies are used by the medical community
to set or evaluate treatments, by hospitals to
change or evaluate procedure, and by industry
to evaluate and market products. Interpretation
of a legal issue may rest on the results of
epidemiologic studies. Epidemiologic data also
influence public policy, from setting environ-
mental standards to establishing a center on
accidents and injuries.

Despite this history, epidemiologists have
been slow to accept their roles as advisors and
influencers of policy makers. These roles appear
to conflict with the self-image of the scientist,
and to raise ethical questions. Indeed, some
epidemiologists believe the profession simply
should not be involved in policy making [3].
Thus, while epidemiologists are clearly the most
qualified to interpret epidemiologic studies used
to set public health policy, epidemiologists have
no organization which speaks to policy making
bodies. I propose that the profession should
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have such an organization, which 1 shall call
the “Epidemiologic Policy Forum”. In this
article I illustrate how such an organization
might influence public health policy.

The argument against scientific involvement
in policy making rests on two points. First, that
the role of data in policy may be minimal after
balancing the special interest and divergent
values of the political process; and second, that
the objective of science is to further knowledge,
not make policy [3]. While I would not argue
with either of these points, there are public
health decisions which are based directly upon
available epidemiologic data. In such cases, the
epidemiologist is best suited to evaluate these
data, and the existence of an Epidemiologic
Policy Forum might lead to a more rapid
change in public beliefs and in the setting of
policy.

An example of where an Epidemiologic
Policy Forum might have made a difference can
be seen when reviewing the history of aspirin
warning labels against Reye’s syndrome. Reye’s
syndrome, a serious and often fatal disease
which occurs most frequently among children
whose viral illness is treated with aspirin [4],
was first described in 1963 [5]. An association
between Reye’s syndrome and aspirin was
suggested by Giles in 1965 [6]. By 1976, there
was sufficient evidence for the Food and Drug
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Administration (FDA) to recommend against
the use of antiemetics, aspirin and acetamino-
phen in children [7]. In 1980, CDC, on the basis
of three case—control studies it conducted with
state health departments, recommended caution
in using aspirin to treat children with viral
illnesses, particularly chickenpox and influenza-
like illnesses [8]. A consensus development con-
ference held in March 1981 made a similar
recommendation [9]; by February, 1982 CDC
had strengthened the recommendation from
caution to an advisement that aspirin use
increased risk of Reye’s syndrome [10]. This
caution was echoed by the American Academy
of Pediatrics [11]. However, government action
was not taken until 1985 when a voluntary and
subsequently mandatory warning label program
was instituted [12].

The presence of an Epidemiologic Policy
Forum might have led to a more rapid adoption
of warning labels. As early as 1980, CDC was
advising caution in treating children with viral
illnesses [8]. A statement from an Epidemiologic
Policy Forum at the same time might have
heightened public awareness. In 1982, the
Academy of Pediatrics still felt that labeling
aspirin-containing preparations as contraindi-
cated in the treatment of influenza or chicken
pox should be delayed; or only the ’flu indi-
cation on aspirin should be deleted [13]. An
active Epidemiologic Policy Forum might have
been able to sway the FDA toward labeling in
1982 when first proposed, rather than 1986
when labeling was finally implemented.

In addition, an Epidemiologic Policy Forum
may have evaluated the effectiveness of the
public education program. Studies in Tecumseh,
Michigan showed that parents were already
substituting acetaminophen for aspirin in the
early Eighties [14]. If public education were
effective, removing the ’flu indication from
aspirin labels might have been a sufficient
intervention.

Having an Epidemiologic Policy Forum
would serve to educate both the public and
medical community to the problems of inter-
pretation of epidemiologic studies. The contro-
versy and subsequent withdrawal of the anti-
nauseant, Bendectin, from the market illustrates
how difficult it is to show an absence of associ-
ation with epidemiologic methods, and the
public’s misunderstanding of this difficulty.
Bendectin was first brought to the public’s
attention via a National Enquirer article report-
ing the results of a case—control study [15]. The
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study showed a statistically significant associa-
tion for Bendectin use and congenital cardiac
malformations. Almost all subsequent studies
using either a cohort or case—control design
found no association with congenital malfor-
mations and Bendectin [16]. However, because
of financial concerns resulting from numerous
lawsuits, and the increasing cost of insurance
premiums, the manufacturer ceased production
of Bendectin. Thus, despite the lack of epidemi-
ologic evidence to support an association be-
tween Bendectin and congenital malformations,
the controversy and subsequent litigation were
sufficient to remove a well understood and
apparently effective drug from the market.
A statement from the Epidemiologic Policy
Forum, which would undoubtedly be carried in
most newspapers (as are the pronouncements
of the American Academy of Pediatrics, for
example), might have served to change public
opinion sufficiently to avoid the total removal
of the drug. Removal of Bendectin from the
market left the physician completely on his own
with respect to prescribing for morning sickness
during pregnancy, and subject to the same
litigation which the drug companies were trying
to avoid.

The limitations of epidemiologic studies are
well known to the epidemiologic community
[17, 18], although there is far from universal
agreement as to the appropriate remedies. These
limitations should be balanced against the
needs of the policy maker who frequently must
respond to an anxious and demanding public.
Although the epidemiologic community under-
stands that newsworthy hypothesis-generating
studies, leading to intriguing hypotheses such as
coffee drinking causes pancreatic cancer [17],
are not designed to test hypotheses but merely
suggest areas for future research, this distinction
may be invisible to the public and policy-maker
alike. One would hope that an Epidemiologic
Policy Forum would counsel patience when
warranted, as well as intervention, when
appropriate. Without better understanding of
possible alternative explanations for observed
relationship(s), and suitable confirmation from
hypothesis-testing studies, the results of hypoth-
esis-generating studies generally should not be
used for decision making. Policy makers should
always consider that the null hypothesis (of no
association) might be true, or that the factor of
interest is merely a strong correlate of the true
causal factor, lessons the Epidemiologic Policy
Forum could reinforce.
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Epidemiologists are most qualified to
evaluate the validity of epidemiologic studies.
Although the validity of a scientific theory
cannot be decided by committee, I would
choose the opinion of a group of epidemi-
ologists who have a good understanding of the
strengths and weaknesses of various research
methods over the opinion of authorities lacking
such training. Policy makers are forced to make
decisions based upon their own opinions and
those of qualified experts. When epidemiologists
avoid helping policy makers formulate public
health policy, others less qualified must do so
in their stead. Epidemiologists should consider
establishing a forum for deciding and publi-
cizing the profession’s opinions regarding issues
of public health importance.
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